RAW MATERIAL SPECIFICATION

A. Specific optical rotation

B. Infrared absorption
spectrophotometry
C. Tartrates Test

Title : Adrenaline Bitartrate (Adrenaline Acid Tartrate) BP (Item Spec. No. : SP-AK30-A001
No. 41030120)
Reference(s) : BP 2016 p. I-78 to I-79 Rev.No. :07
Other Requirements : - Page 1172
BP 2016
Test Parameters Specifications
Description White, crystalline powder, odourless.
Solubility Freely soluble in water, slightly soluble in ethanol (96%).
Identification

The specific optical rotation of the residue (adrenaline base) is -53.5 to -50, determined
using a 20.0 g/l solution in 0.5 M HCL

Conforms to IR standard spectrum.

A dark-blue colour develops. Allow to cool and pour the solution into water. The colour

changes to red.

Appearance of solution

The solution is not more opalescent than reference suspension II and not more intensely

coloured than reference solution BY.

Related substances

Impurity A Not more than 0.3%.
Impurity B (Noradrenaline) Not more than 0.2%.
Impurity C (Adrenalone) Not more than 0.2%
Impurity D Not more than 0.1%.
Impurity E Not more than 0.1%.
Unspecified impurity Not more than 0.10%.

Total impurities Not more than 0.6%.

Loss on drying Not more than 0.5%.
Sulfated ash Not more than 0.1%.
Assay 98.5 — 101.0% of Adrenaline bitartrate (C;3H1sNOy), calculated with reference to the dried
substance.
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Product Information

Approved source (s)

Refer to current version of Approved Vendor List of Adrenaline Bitartrate (Adrenaline Acid
Tartrate) BP (Item No. 41030120)

Sampling plan

1. N Plan (\/?+ 1) : for other tests.
2. 100% Identification.

Testing procedure

Tests to be performed as per current version of WI-AK30-A001.

Storage condition

To be stored in an airtight container, or preferably in a sealed tube under vacuum or under
an inert gas, protected from light.

Retest period

1 year after first testing date.

History of changes

Rev. No. Description Effective date
05 81484 spec 11l BP 2011 ' 31/10/11
06 Update spec. i1lu BP 2016 nﬁmmmanmsﬁmqmnnh 3 YSadeanuniu Tﬂmi‘iammm BP 2011 uag BP 2016 24/05/16
inilouriu §1989 CR No. AN80-59087
07 renasTiongasy 3 Safeenuniu $1dsatu BP 2016 ritelreandedy Adrenaline injection Fedunzidounn 30/06/20
Monograph BP 2016 (3ag@u Adrenaline bitartrate BP 2016 (fleuiifiy BP 2020 d2u Adrenaline injection BP
2020 fadeasuituaiain BP 2016)
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